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PROJECT  GRANTS  FOR  GENETIC  DISEASES 
TESTING  AND  COUNSELING  PROGRAMS 

Notice  of  Proposed  Rulemaking 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Notice  of  proposed  rulemak¬ 
ing. 

SUMMARY:  This  notice  sets  forth 
proposals  for  implementing  the  ad¬ 
ministration  of  project  grants  for  ge¬ 
netic  diseases  testing  and  counseling 
programs  under  the  amendments  to 
title  XI  of  the  Public  Health  Service 
Act.  Interested  parties  are  invited  to 
submit  written  comments  and  recom¬ 
mendations  concerning  the  proposals, 
as  well  as  suggestions  for  alternative 
methods  of  implementing  the  pro¬ 
grams.  After  consideration  of  the  ma¬ 
terial  Teceived  in  response  to  this 
notice,  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare  will  issue  final 
regulations. 

DATE:  Comments  must  be  received  by 
July  5, 1978. 

ADDRESS:  Written  comments  and 
recommendations  should  be  submitted 
to  the  Director,  Division  of  Policy  De¬ 
velopment,  Bureau  of  Community 
Health  Services,  Health  Services  Ad¬ 
ministration,  Room  6-17,  5600  Fishers 
Lane,  Rockville,  Md.  20857.  All  com¬ 
ments  received  in  timely  response  to 
this  notice  will  be  considered  and  will 
be  available  for  public  inspection  in 
the  above-named  office  on  weekdays 
between  the  hours  of  8:30  a.m.  and  5 
p.m. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Audrey  Manley,  M.D.,  Acting  Chief, 
Genetic  Services  Branch,  Office  of 
Maternal  and  Child  Health,  Bureau 
of  Community  Health  Services, 
Room  6-40,  5600  Fishers  Lane,  Rock¬ 
ville,  Md.  20857,  301-443-1080. 

SUPPLEMENTARY  INFORMATION: 
The  Assistant  Secretary  for  Health, 
with  the  approval  of  the  Secretary  of 
Health,  Education,  and  Welfare,  pro¬ 
poses  to  issue  regulations  to  imple¬ 
ment  amendments  to  title  XI  of  the 
Public  Health  Service  Act  (42  U.S.C. 
300b  et  seq.).  These  amendments  were 
enacted  by-title  IV  of  Pub.  L.  94-278, 
the  “National  Sickle  Cell  Anemia,  Coo¬ 
ley’s  Anemia,  Tay-Sachs,  and  Genetic 
Diseases  Act.”  The  provisions  of  this 
Act  replace  former  parts  A  and  B  of 
title  XI  of  the  Public  Health  Service 
Act,  which  authorized  grants  to  pro¬ 
grams  for  sickle  cell  anemia  and  Coo- 
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ley’s  anemia.  The  new  Act  provides  a 
broader  and  more  flexible  authority, 
enabling  the  Secretary  to  make  grants 
for  testing  and  counseling  services  for 
a  wide  range  of  genetic  diseases. 

The  issues  raised  by  the  Act  and  the 
Department’s  proposed  approaches  for 
resolving  them  are  as  follows: 

1.  Diseases  to  be  included  in  pro¬ 
gram  coverage.  The  Act  authorizes  the 
Secretary  to  make  grants  for  testing 
and  counseling  programs  for  genetic 
diseases,  but  does  not  explicitly  re¬ 
quire  coverage  of  any  particular  dis¬ 
ease,  or  group  of  diseases,  under  these 
programs.  Over  2,000  different  genetic 
diseases  have  been  identified,  so  that 
coverage  of  each  of  these  diseases 
under  any  program  would  be  highly 
impractical,  if  not  impossible,  Howev¬ 
er,  efficient  utilization  of  genetic  ex¬ 
pertise  and  laboratory  facilities  is  not 
limited  to  one  disease,  and,  on  a  realis¬ 
tic  basis,  efficient  utilization  of  such 
resources  dictates  the  inclusion  of  as 
many  diseases  as  feasible.  Therefore,  a 
determination  is  needed  as  to  how 
many  and  which  diseases  are  to  be  cov¬ 
ered  under  the  programs. 

Nine  diseases  are  specifically  men¬ 
tioned  in  the  Act— sickle  cell  anemia, 
Cooley’s  anemia,  Tay-Sachs  disease, 
cystic  fibrosis,  dysautonomia,  hemo¬ 
philia,  retinitis  pigmentosa,  Hunting¬ 
ton’s  chorea,  and  muscular  dystrophy. 
It  is  recognized  that  these  nine  genetic 
diseases  are  a  heterogeneous  group: 
(1)  they  are  not  necessarily  the  most 
prevalent  or  serious;  (2)  accurate 
screening  and  diagnostic  procedures 
are  not  available  for  all;  and  (3)  the 
service  needs  created  by  these  nine 
diseases  are  disparate  because  of  wide 
variations  in  such  factors  as  the  age  of 
onset  and  the  degree  of  disability.  It  is 
clear,  however,  that  the  statutory 
intent  is  to  provide  services  for  a  broad 
range  of  genetic  disorders  inclusive  of, 
but  not  limited  to,  the  nine  diseases 
listed  in  the  Act,  and  the  Secretary  be¬ 
lieves  that  coverage  of  these  nine,  as 
an  initial  requirement  for  each  grant¬ 
ee,  is  a  reasonable  way  to  assure  that 
the  programs  carry  out  the  law. 
Therefore,  the  Secretary  proposes 
that  each  project  be  required  to  pro¬ 
vide  services  with  respect  to  at  least 
the  nine  specified  diseases.  If,  howev¬ 
er,  there  has  been  only  a  case  or  two 
of  any  one  of  those  diseases  in  a  pro¬ 
ject’s  catchment  area  within  the  past 
several  years,  the  project  would  be  re¬ 
quired  only  to  establish  a  plan  for,  and 
be  capable  of  immediately  implement¬ 
ing  services  for,  that  particular  dis¬ 
ease. 

The  Secretary  proposes  to  develop  a 
broad-based  genetic  disease  program 
inclusive  of,  but  not  limited  to,  the 
nine  diseases  specified  in  the  statute. 
The  grantee  would  determine  the  ad¬ 
ditional  conditions  to  be  addressed 
based  upon  (l)a  determination  of  pri¬ 
ority  needs  within  the  proposed  catch¬ 


ment  area,  and  (2)  the  availability  of 
reliable  screening  and  diagnostic  tech¬ 
niques  for  the  detection  of  genetic  dis¬ 
orders  in  the  prenatal,  neonatal,  or 
early  childhood  periods,  and  the  detec¬ 
tion  of  carrier  states.  The  Secretary 
would  approve  extended  program  cov¬ 
erage  of  additional  genetic  disorders  in 
categories  of  early  detection  and  carri¬ 
er  status,  taking  into  account:  (1)  the 
need  for  such  services;  (2)  the  preva¬ 
lence  of  the  disease;  (3)  availability  of 
reliable  testing  methods;  and  (4)  avail¬ 
ability  of  resources.  Comments  are  so¬ 
licited  on  the  feasibility  of  this  ap¬ 
proach. 

2.  Essential  program  services.  The 
Secretary  believes  that  each  grantee 
must  be  required  to  provide  a  certain 
minimum  set  of  essential  services,  to 
insure  maximum  program  effective¬ 
ness  and  uniformity.  The  Secretary 
proposes  that  the  essential  services  of 
an  approvable  project  include  testing 
and  confirmatory  diagnostic  proce¬ 
dures,  counseling,  referral  for  medical 
management,  followup  to  assure  that 
referrals  have  been  accomplished,  and 
facilitating  services  (such  as  transpor¬ 
tation)  when  needed.  Such  services 
could  be  provided  directly  or  indirect¬ 
ly,  and  at  more  than  one  location.  The 
Secretary  also  proposes  that  each 
grantee  be  required  to  provide  these 
services  by  appropriately  qualified  per¬ 
sonnel  who  meet  applicable  certifica¬ 
tion  and/or  licensure  requirements, 
and  also  that  each  grantee  be  required 
to  make  the  services  available  to  all 
residents  of  the  catchment  area. 

3.  Catchment  area.  The  Act  contains 
no  explicit  requirements  as  to  the  size 
of  a  catchment  area  to  be  served  by  a 
project.  However,  the  Act  does  require 
the  testing  and  counseling  programs 
to  be  established  and  operated  “pri¬ 
marily  in  conjunction  with  other  exist¬ 
ing  health  programs,  including  pro¬ 
grams  assisted  under  Title  V  of  the 
Social  Security  Act.”  Fifty  States  cur¬ 
rently  have  a  statewide  Maternal  and 
Child  Health  and  Crippled  Children’s 
Services  Program;  approximately  44 
States  have  statewide  screening  pro¬ 
grams  for  inborn  errors  of  metabolism 
in  newborn  infants;  and  approximate¬ 
ly  33  States  have  university-based  ge¬ 
netic  centers  under  State  plans  for  ge¬ 
netic  services,  21  of  which  are  assisted 
under  Title  V  of  the  Social  Security 
Act.  The  Secretary  feels  that  utiliza¬ 
tion  of  these  existing  programs  and  re¬ 
sources  would  facilitate  the  establish¬ 
ment  of  statewide  networks  of  genetic 
disease  services,  and  allow  for  the 
most  rapid  and  effective  use  of  funds 
under  a  grant  or  contract  (Section 
1104(b)).  Therefore,  the  Secretary  pro¬ 
poses  that  the  minimum  catchment 
area  be  no  smaller  than  a  State.  Sug¬ 
gestions  are  solicited  as  to  the  appro¬ 
priateness  of  this  or  any  other  catch¬ 
ment  area  proposal. 

4.  Administrative  requirements.  Sec¬ 
tion  1104(a)  of  the  Act  sets  forth  sev- 
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eral  requirements  for  project  adminis¬ 
tration.  For  example,  each  project 
must  be  administered  by  or  under  the 
supervision  of  the  applicant,  each  ap¬ 
plicant  must  provide  for  community 
representation  where  appropriate  in 
the  development  and  operation  of  the 
project,  and  each  applicant  must  es¬ 
tablish  proper  fiscal  controls  and  ac¬ 
counting  procedures.  Similar  require¬ 
ments  were  in  effect  under  the  previ¬ 
ous  title  XI  sickle  cell  and  Cooley’s 
anemia  programs.  Comments  relating 
to  past  experience,  as  well  as  sugges¬ 
tions  for  current  implementation  of 
these  requirements,  are  invited. 

Section  1104(a)(2)  of  the  Act,  relat¬ 
ing  to  confidentiality  of  medical  rec¬ 
ords  and  other  information,  also  close¬ 
ly  parallels  a  similar  provision  under 
the  former  legislation,  with  one  sig¬ 
nificant  modification.  Section 
1104(a)(2)  specifically  requires  “in¬ 
formed  consent”  of  the  patient  (or  his 
guardian)  to  release  identifying  infor¬ 
mation.  The  Secretary  invites  sugges¬ 
tions  as  to  how  this  requirement 
should  be  implemented  and  identifica¬ 
tion  of  foreseeable  problems  in  its  ap¬ 
plication,  particularly  when  program 
services  are  provided  by  a  third  party. 

5.  Criteria  for  evaluation  of  grant 
applications.  The  act  requires  that  in 
making  a  grant  for  testing  and  coun¬ 
seling  programs,  the  Secretary  shall 
“take  into  account  the  number  of  per¬ 
sons  to  be  served  by  the  program  •  •  • 
and  the  extent  to  which  rapid  and  ef¬ 
fective  use  will  be  made  of  grant 
funds”  (section  1104(b)).  The  Secre¬ 
tary  proposed  to  interpret  the  latter 
half  of  this  provision  through  use  of 
the  following  specific  criteria:  (1)  how 
well  the  requirements  set  forth  in  the 
regulations  for  approval  of  applica¬ 
tions  have  been  met;  (2)  the  cost  effec¬ 


tiveness  of  the  proposal;  (3)  the  feasi¬ 
bility  of  the  plan  for  providing  services 
and  the  rapidity  with  which  services 
can  be  made  available;  (4)  the  extent 
to  which  services  will  be  integrated 
with  other  existing  programs,  includ¬ 
ing  title  V  programs  and  federally  as¬ 
sisted  sickle  cell  clincis  in  the  catch¬ 
ment  area;  (5)  the  extent  to  which  the 
program  is  part  of  a  network  of  ser¬ 
vices  which  covers  the  catchment  area; 
and  (6)  the  soundness  of  the  manage¬ 
ment  capability  of  the  applicant.  The 
Secretary  invites  comments  as  to  the 
utility  of  these  standards,  and  sugges¬ 
tions  as  to  other  appropriate  criteria. 

6.  Priority  for  areas  in  greatest  need. 
Section  1104(b)(2)  requires  the  Secre¬ 
tary  to  “give  priority  to  programs  op¬ 
erating  in  areas  which  the  Secretary 
determines  have  the  greatest  number 
of  persons  who  will  benefit  from  and 
are  in  need  of  the  services  provided 
under  such  programs.”  Precise  deter¬ 
mination  of  the  number  of  people  in 
need  of  these  programs  is  impossible, 
because  uniform  prevalence  data  for 
genetic  diseases  are  not  available.  A 
significant  proportion  of  genetic  dis¬ 
eases,  however,  is  found  in  the  general 
population  and  is  not  specific  to  any 
one  identifiable  population  group. 
Consequently,  the  Secretary  believes 
that,  if  the  programs  do  address  cover¬ 
age  of  a  group  of  diseases,  the  primary 
determination  of  greatest  need  should 
be  based  on  the  population  density  of 
the  proposed  catchment  area. 

As  stated  above,  the  Secretary  must 
also  take  into  consideration  the  esti¬ 
mated  unmet  need  for  the  services  in 
the  area.  Suggestions  are  invited  as  to 
what  factors  should  be  considered  in 
making  this  determination. 

7.  Special  consideration  for  prior 
sickle  cell  grantees.  Section  1104(c)  re¬ 


quires  the  Secretary,  in  making  grants 
under  section  1101,  to  “give  special 
consideration  to  applications  from  en¬ 
tities  that  received  grants  from,  or  en¬ 
tered  into  contracts  with,  the  Secre¬ 
tary  for  the  preceding  fiscal  year  for 
the  conduct  of  comprehensive  sickle 
cell  centers  or  sickle  cell  screening  and 
education  clinics.”  One  of  several  dif¬ 
ferent  interpretations  of  the  “special 
consideration”  requirement  could  be 
adopted. 

One  possible  approach,  for  example, 
would  allow  for  “special  considera¬ 
tion”  in  terms  of  a  priority,  in  the 
event  that  the  previous  sickle  cell 
grantee  has  fully  satisfied  all  other 
statutory  and  regulatory  requirements 
and  is  otherwise  equal  in  all  respects 
to  alternative  applicants.  A  different 
approach  would  allow  continued  fund¬ 
ing  for  such  applicants  on  a  transition¬ 
al  basis  if:  (1)  It  is  determined  that  the 
individual  program  has  been  effective 
and  is  still  needed,  (2)  that  the  sickle 
cell  services  would  be  terminated  or 
otherwise  rendered  ineffective  during 
a  transitional  period  of  establishing 
new,  more  inclusive  programs,  and  (3) 
that  the  applicant  shows  that  it  will 
investigate  and,  where  in  the  judg¬ 
ment  of  the  Secretary  it  is  feasible  and 
appropriate,  take  steps  to  become  a 
comprehensive  project  as  described 
above.  The  Secretary  invites  sugges¬ 
tions  on  how  to  implement  this  statu¬ 
tory  provision. 

Dated:  March  20,  1978. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  April  24,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

[FR  Doc.  78-11806  Filed  5-4-78;  8:45  am] 
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